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81WhO CODE 6560—50-M Stat.2003elseq~.~5U.S.C 2601etset?)

authorizesEPAto ~omu1gate .. ~. . ‘.

[OPTS-42040TSH-FRL-2446-31 .. regulationswhich ~rrira.manufacturers
andprocessors.totestchemical -~ -~

Tris(2-Ethy!hexyflTrlmeUitate; substanciesanchrtixturoz.Data -

Resnoiseto the Interagency~g developedthreo~eiithesetest programs
Committee areusedby EPAto deterniinetherisks

thatsuchchemicalsmayoresent-to -

~r~c” E’-’~~cnn’eritalProtec.~ healthandtneea’,rcnzientSection4(e)
~‘~gency(bPAJ. .oITSCAestablichedanlnt~ragency
Ac~r~G~:Notice. - TestingCoranifte -f~1C)to recommend --

SIJ~’MAI~TheEeveritnReport of the to EP~.u lmtcfczeniz.calsto be
InteragencyTestin°Committee (ITC) cosx~erec~.formm-pro~uigatmon-of-•
desiona~e~toechemicaltris(2- test.ngriJes uncar seczion4(a)of the
etivinexyl) trmmalhite also krown as Act Time ITC n-~~nsignateup to 60of
noct~lirirnell1tat:(TOTM)jorheahh

consideration.The ITC suggestedthat a ~ to.respom.~within 12.monthsof
screening-typeapproachbeutilizedfor : -!~da~0of desi i~tmon.~itherb~r-~..

TOTh’i beforeadditionalhealtheffects initiatingrulern~exmgtinnersection4(a) - ~

studiesareundertaken.Followingthe orphb~iSh1fl3in.thoFederaiRegister
- reasonsfor-not doingso.

des:gna~mon,plansfor testingthehealth ..•

andenvironmentaleffectsof TOTM TheITC desigiiatedTOTM forpriority
werepresentedto EPAby theChemical cons~deratmon-initsEleventnReport -~ - -~

ManuacLure”sAssociation(CMA) The delivereato theAemirnstratorox EPk
Agencyhasconcludedtentativelythat’ -on--~.&overnber10,1982.andpublished-in :-

this progran~.whencombinedwith the-FederalResisteron December3. ;~----~

rc ateddata1mm tie CMA Phthalate 1982(4 FR~4~~ li~
EstersProgramandtheNational ---- :rexo~~~11endedtiiat’rndustr first screen •.:~-l
ToxicologyProoramwill Supply TOTM for chemicaldispositionand
screeninginformationof the typethat nietabo~isrnwit :dentxflcataonof •,• •.,

theITC soughtandis likely to provide metabomites.if a~orptioaand/or
information on which to reasonably metabolismwereshownto occur;ti~ie
predictthe toxicity of TOThI. Therefore, ITC suggestedthatreproductiveeffects
at this time, theEPA isnot initiating andsubchromceffectstestsshouldbe
rulemakingundersection4(a) of th~- consxdered.The1TC~alsorecommended
Toxic SubstancesControlAct (TSCA) to thatanevaluationof subbhronmcefrects
requirehealthorenvironmentaleffects 3nclu4e.assessmentsof hepatic
testingof TOTM. Thisnoticeconstithtes. perox~s?Ina1prohferatwaand -. . , . -~

theAgency’sresponseto the ITc’S - .hypaI~pidez~ua.In addition,acuteand -

designationof TO’1~M,as-mandatedby chromctoxicity to fishandaquatic -‘

section4(e) of TSCA. ‘ ‘-- “ - -invertebratesweretobeconsidered;’as
- .-- . ‘ - - well astoxicity to plants,

DATE: Commentsshould-besubmitted -bioconcentralionandchemicalfate.
on or before December29,1983. ,: ‘ Thereasonsfor theITC’s
ADDFESS: Written commentsshould -: - recommendationsfor health effects- - ,

bearthedocumentcontrolnumber - . -~ -te~tingwere:.(1) Thepresumed - . S

(OPTS-42040)andshouldbesubmitted -:- structuralrelationshipbetweenTOTM.-

in triplicateto:TSCAPublicInformation --anddi(2-eth~lhexy1)phthalate(DEHP), -~--~

Officer(TS-793),Office of Pesticides- -- -. (2) thepresenceoftheZ-ethylhexyl -_ --I
andToxic Substances,Environmental- - moiety in-the-molecule,and(3) . -

ProtectionAgency,RoomE—108,401M . -- projections.ofincreasingusageof
St.,SW.,Washingtion,D.C. 20460.... - . -TOTM.. ~--~ - - --. -. - -- -

FOR FURTHER INFORMATION. CONTACT:- - .- The-1T~wasconcernedabouttoxicity -

JackP. McCarthy,Director,TSCA - ,- -: to aquaticorganismsandplantsbecause’- - -

AssistanceOffice-(TS-.799),Office of ~-.- of-its view that:(1) TOTM wasexpected - -

Toxic Substances,Environmental- - . tobe’releaaedto theaquatic -. - ,-, . -

ProtectionAgency,Rm.E—543,401 M St.,- ~environmentàndpersist-insediments,
SW., Washington,D.C.20460TollFree;: -, (2).TOTMhas-apotential’to ‘- -. . - ‘:-

(600-424—9065)In Washington,D C.. bzoaccurnulateandpossibly

-~

-51842
- -Federal Register /
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Admthistrator~Receiptof ReportandRequest
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VI. Public Record

TheEPA hasestablisheda public
recordof this testingdecision(document
controlnumberOPTS.-42041). This
recordincludes: - -

(1)FederalRegisterNotice - -

designating1,3-dioxolaneto thepriority
list andcommentsreceivedin response

thereto. - - -

(2) Communicationsbeforeindustry
testing proposalconsistingof letters,

contact reportsof telephone
conversations,and meetingsummaries.

- - (3) Testingproposalsandprotocols.
- - (4) Publishedand—unpublisheddata.

(5) FederalRegisternoticerequesting
commenton thenegotiatedtesting

proposal and commentsreceivedin
responsethereto.

The record, containing thebasic
• - information consideredby theAgencyin

---developing thedecision,is availablefor
inspection in the OPTSReadingRoom

- - from 8:00 a.m. to 4:00p.m..Monday
- throughFriday, exceptlegal holidays, in

Rm. E—107, 401 M St.,SW., -Washington,
D.C. 20460.The Agencywill supplement

-:
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contaminatethe ood chain, and (3) TOTM during its manufacture(ReL 8) for thering d TOTM and12
•- thereis a possibilityfor the Workerexposureis limited in duration minutesFr’ ~arbonyllabeledTOTM

resuspensionof TOTM from sediments andoccarsonly at samplingfilter Within 2 a 83 percentand 1
‘~- in the aquaticenvironment.through change,andloading.Similarly,hasedon percent ~ring labeland78.4 percent -. -

- S - - natural’orhumanactivitiessuchas ~ ~ theprocess.esand-controlsin-usebythe - and2.3 - eat of thecarbonyllabel; - ‘ ~ I

stormsanddredging Chexricalfate industry workerexposureto TOTM were - ed in theurineandfeces
testingwasrecommendedto better duringprocessingis reported.to bevery resp ely Metaboliteswerenot
characterizethetrarsformationsand limited (Ref ~) ide’- ~d
persistenceof TOTM in theaquatic Exposurefrontconsumerusesof
environmentThebioconcentration TOTM areexpectedto be quitelow C ?vlronmentalEffectsData

- -- testingrecommendationwasbasedon becauseof its low vaporpressure;low No informationis-availableon the - ‘-‘ -

-: therelativelyhighestimatedoctanol/ - - watersohibility, andlow migration- -• environmentaleffectsof TOTM and -

- - waterpartitioncoefficientof,TOTM,— - characteristics.Themarketfor the.. - little informationis availableon its -‘ - - -

whichmd cateda potential for jacketedwire is quite speciall7ed105 en~ironrientalfdte Basedon its low
bioconcentratio~i and90 UL listedwire is usedin water solubility andhigh estimatedbaP

Subsequent to theITC Report,the — tomputers,electronicequipmentand-’ - - value,it is likely to adsorbto soil ‘

- - - - - - TrimellitateEstersPanel(TEP),a group comrnunicationsequipmentMost~of,the.‘readily (Ref. 8).The compounddoesnot •

formed tthderthesponsorship-of th&- - wire is bundledandenclosedeither-in- hydrolyze-hiwateratneutralpH andis - - -‘

-- - ,ChemiOalManufacturersAssociation metalconduits-orin plasticjackets ‘ - stableat high temoeratures(Ref. 5).
- - ,(CMA)-which includestheprincipal S - madewith a-different-plasticizer,’further Basedon its physical-and-chemical

p~’oducersof TOTM a”id the supplierof limiting exposurepotent~alLRef 9) propertiesTO-TM is expectedto
the startingmaterial,trimellitic - - - B HealthEffectsData ‘ - - - - -- partition to the terrestrialcompartment-

an’i~dride providedtheEP~with ratherthantheat’nosphericoraquatic
information onproduction,exposure, -, - - - Theacuteoral toxiqity(LD5~of - - compartment~andis -likely to be - -- - -

usesandreleaseof TO-TM (Refs 3 and TOTM ~as reportedto begreaterthan resistanttorapid chemical biologicalor
- - -• 9). EPAhasconsideredthesedataand- - - 3,200rng/kg;forbothratsand~uce(Ref~ - photochemicaldegradation(Ref.8). - - - -

- ---. additiOnaldatareportedby -- - - - 5).Theder~ulW~ofo~~mneapigs-was - - - - - - - - -‘I - --

manafacturersunderTSCA sections8(a) greaterthan20mI/kg andTOTM III OngoingTestingof Related
- -- - and8(d) inconjunctionwith other - - - - - causedshghtskin irritation inguinea- - - Compounas - -- - -- - - - - ‘~- - - - - - - -

in ormationin vial-mg itsdecisionon pigs andslight e~e ir’mtation in rabbds Becauseof concerraboutthe
• - - - - - - --- - (Ref. 5). In a-6-hourinhalationstudy, • - . . . • - - - -- ‘ - - -

- ,,T~,,TM. - - - - - TOTM was foundto causeminimal ~::- potentialtoxicity of the2-etnyihexyl ,•, -,. - - -

- II. Assessmentof Exposureai~dHealth -~ irrithtion torat~at a cthicentration ~ moiety, theNationalToxicology - - -- -

andEnvironmentalEffects 231)m
0

o/m~andwaslethal at Program(NTP) hasselected13
- - - - - - . - f - -- , compoundscontainingthatgroupfor - --

A Prodliction UseandExposure ~ j~i~x~t~er acutnhalata~’m toxicologic testing (Ref 2~All 13
Tris~2-ethylhexyl)trimellitate (CAS - study,TOTM hadlittle or no effect~ chemicalswerenegativein four ‘ -. -

No. 3319—31—1).or TOTM, is a clearto - - rats at 2,588mg/rn3for 4 hiiurs-(Ref. :3). otllerentstrains,of Salmoneilaootnwirn
pale-yellow viscousliquid with a faint -- Amesassaytestingproducednegative andwithoutactivation.Two of the - -- :

odor. It hasvery low vaporpressureand resultswhenTOTM wastested-against compoundswerealsotestedfor -

• - - low watersolubility (Ref. 5). -• five strains-Of.Salmonella(Ref. ‘3). The chromosomalaberrationsandfound to -

-TOTM is-producedby the - - - - Amestestalsoproducednegaffve- - - beweaklypositive.The sametwo ,.

esterificationof trimellitic anhydride results-with:urinefromratsgivena - compoundswereevaluated~nthesister-

with 2-ethyihexanol.Annualproduction singledoseof 2.000mg/kg-ofTOTM chromatidexchangeassayusing
- - is in therangeof 20 to 25 million pounds (Ref. 3).,Inaddition,the-FoodandDrug - Chinesehamsterovarycellsandfoun~~~_

(Ref. 3). - -“‘ - Adniinistrátion’reportedtheresultsof - to benegative.In addition,four of the - - -

TOTM-is usedprimarily as a specialty two studies(Ref. 10) in its anprovalof compoundshavebeentestedfor - - - - - -

- - - - - plasticizerin polyvinyl chloride(PVC) - - TOTM foruse-asa-plasticiz~er-forpvc - - carcinogenscityby theNTP, and two - - -

wherestability at hightemperatures anticoagulantstoragebags In those werefoundto be hepatocarcinogens
Iow’volatility low migration — studies,TOTM wasfound to benot Currently 2 ethylhexanolandn~ono(2
characteristicsandveryhighresistance mutageniain adommantlethal .. ethylhexyl)nhthalatehavebeen
to water extractionarerequired(Ref 4j chromosomeinductiontestin white recommendedfor carc nogemcity
More than90percentof theannual Swissnuceand.negativein al~ testing NTPis planningadcidional
productionis usedin 90 C and105 C adenoma-assaym TypeA mice genotoxicity testingfor 10 more2-
insulationfor industrialgradeelectrical In a 28-dayhepatotoxicitystudy, ethylhexvlcompoundsincluding TOTM
wire andcable(Ref 3) Theother maklFmscher344ratsreceived1 (YY,~ TheCMA onbehalfot thePhthalate
significantusesof TOTM areasa mg/kg/day 6fTOTM At the endof the EstersProgramPanel(PEPP) is
specialtyplaticizerm refrigerator dosingperiod,animalsreceivingTOTM conducting testing onthe phthalate
gaskets roofingmembranesand had statistically significantloweringof esters alkyl diestersof 1 2
automotivecrash pads (Ref 3) — triglyceride levelscomparedto controls benzenedicarboxylicacid which are

TO-TM is produced through a closed but no other effects werenoted(Ref 7) primarily usedasplasticizers The
- - - - - - systembatch process.TheAmerican -. - -- In another-TOTM study,two rhesus -‘ - sCMA’s proposalwas acceptedby the. - - - - - - - -‘. -•

Confeninceof GovemmentasIndustrial monkeyswereinfusedwith fifty ml of Agencym lieu of a test ruleunder
Hggiemsts(~CGIH)hasestablisheda plasmacontaining either14C ring section4 of theToxic Substances
TLV—TWA for trmmellthcanhydride labeledor ‘.~C-carboay]-labeledTOTM Control Act and is describedin the

- - -‘-. (Th~A)of 0.005ppm-(Ref.1). The - :- - -- - ~‘ (Ref.6)~bood rine-and.fèàessathples •.. FederalRegisterof October 30, 1981 (45 - -‘ -

- engineeringcontrolsnecessaryto keep- -- were collectedfor-up to-2-weeks - -‘ - FR 53775). - - - - - - - -

exposuretoTMA within this limit also following dosingThe disappearance Industry sphthalatetestingprogram
nnniruzeoccupationalexposureto half-life froi~ithe .blood was10 minutes examinesaquatic toxicity,

-~ -

- - ~ :~-~- -~- - :,- - — - - ~-‘-~

- —~‘-
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- ex~ironmentaltranspartandfate and
biodegradationofthe.high’production-- -

- - - alkyl phthalatesandbenzyl:butyl
- -- - phthaláte..Theprogramalso examines,

- - - - in-a.more~experimentalapproach,1 - -

- - - potentialoncogenicandmutagenic
- ~ - - effectsof selected-alkylphthalatesand

- - - - - - benzylbutyl phthalate.Basically,CMA’s
- healthprogramis amultistagetest - -

- - -- - -- programconsisthigof two first-stage
- .- - - -- -components:(1) A batteryof short-term

- - •~- mutagenicitytests;~-and(2)a21-dayjzi
- - -- - - -viva test-with-rats.•CMAwill, -

- - - ‘: - concurrentlybeperformingextensive
- - - - --metabolismwork errdi-2-ethylliexyi - - -

- - phthaiate.Long-termtests,suchan2-•
- - yearhioassays,will alsobeperformed

- depending-ontheresults-oftheshort- -

- termtestsfor otherplithalates. - - -

- IV. OngoingandPlannedTestingof
- - TOTM - - -- - - -

- - — - - TheTrimellitate EstersPanel~TEP)-
- - haspresentedto EPAaproposalfor - -

— testingTO~fo~healtheffects~ -

• - environmentaleffectsand-chemicalfate-

-- -- — - -.- - which-is conceptuallysimilhr to the -

- - - - - programbeingperform-edby thePEPP, -

-~ - - - - which theAgency-previouslyfound
- - - - appropriatefor assessmentof theeffects

- - - - - of asomewhatstructurally‘relatedclass
- -~ -.- Of chemicals.The~P proposalfor

- - - - TOTM includesthefollowing tests:
~: - - - - -- ~-1. Metagenicity.To-characterize
7 -. •furtherthegeneticactivity of TOTM, the

7TEPwill performtwo-othershortterm
- - ‘ C-testsin additionto thosewhichhave -

- ~--~ -- - already-beenconducted:.an -

- - - - -unscheduledDNAsynthesisassayin -

• - . - - - - - - - primaryrat hepatocytesandaChinese
- — hamsterovaryhypoxanthinequanine

7 - - - phosphoribosyltransferasepoint
mutationtest.

-- 2. Chemicaldispositionand
- - - metabalism.EastmanKodakis’ currently

• - conductingin vivaandhr vitro -

- metabolismstudiesusingTOTM.The
- ,.. - rateof hydrolysisofTO~was -- -

investigatedin intestinalhomogenates
-~ - -:. -~:preparedfrom-Sprague-Dawley~rats.No

- - - --measurablehydrolysiswasobserved
- -- - - (Ref. 3). In anotherstudy,-rits-’~ere— —

givena100mg/kgdoseof TOTM ~C
-~ labeledon theethyihexylportionof tea

- -: -- molecule’After144-hours,the labelwas
- -- b-:-- -fOrmd~tobedistributedasfollows:74.9- - --

percentin feces15percentin urine a

percentin breathand-I)38percentin
carcassEvidencesuchasthis that

~-~--TOTM is-absorbedinto thebody,was - -

- -- - thefirst stepin thescreenproposedby-
theITC Theidentificationof

: - - - metabolitesis-still heing’investigated-

(Ref 3) Whenresultsandconclusions
-- -- - - of this work are-available,-theywill be-

- - - --submitted-to theAgency. - - - -

- -- - - --~3.28-Dayfeedin.gstudy.TheTEPis -

-‘~.proposinga28-dayfeedingstudywhich--

~ “ —will includedexaminationof major

-
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organs-andneurologicaltissuesfill reports ie submittedby October
clinical-chemicalandhematologieal- -- - - 1985.F-- •m reviewswill beconducted
profiles,and-investigation-ofperoxisorne- byE~’:, - - appropriateintervals

- induction-andhypolipidemiaaccording- - - thrc- - ,it the•programto assessthe -

‘-to the-methoddevelopedby- thePEPP,- -- nec- ~‘ additionaltestingof’TOTM.
This-follows the-suggestion-of the1TC’ “ Si.’: ~dTEPfail’ to makea goodfaith
thatperoxisomeprOliferatiOnarid - - - -- - &~‘-,rtto adhérè‘tolls testingschedui~
nypolipiciemiabeusedas-screening- ‘ -: ~itlinCdabove.EPAmayinitiate
factorsfor-compoundscontaining-the2 - rulemakingto:requiretesting.
ethylhexylmoiety. - - Th~TEPhasfurnishedEPAwith the

4.Physical-themica!properties.The - --. . - ‘ namesandaddressesof the laboratories
in±proposes-toaeveiopasuitanie . - -

analyticalmethod-forsrneaeuringTOTM conductsngthetestsunderthis
in water.Using-thinprocedure,theyWill agreem~nt.TheTEPhasalsoagree~1to
thCn measurethemaximum-solubility ~ adhereLO the GoodLaboratoryPrectice
TOTM in waterandthe-octanol/water,- Standardsissuedby,theU.S.Foociand

- partitioncoefficient,apredictorof ‘ -- Drug Administrationaspubhsnedin the
bioconcentrationpotential. - ‘ - - - FederalRegistero.December22, 1978

5.Biodegradation.‘TOTM- will be- ‘- - (43~ 59~).TheTEP hasagreed.to
tested-in a shake-fl~sk-biodegradation-permit laboratoryinspectionsandstudy

test todeterminethtiraIéOffparent- - - - auditsin accordancewith theprovisions
compounddisappearance-andCO2 outlinedin TSCA section11 at the

evolution,aswell as th~percentageof - - requestof authorizedrepresentativesof -

carbon-convertedtO co~. ‘, - - - - , theEPAfor thepurposeof determining
-6. Toxicityto aquaticinvertebrates;~ - c9mpliancewith this agreement.These

21-day-reproductionstudTlñDaphiria - inspectionsmay-beconductedfor
rrragna, thespecies~most-sensitiveto •-‘ - purposeswhichincludeveriflcatiOn’that -

DEl-I?, will beusefulfir assessingthe testinghasbegun.that schedules-are
environmentalimpactof TOTM.Acute - beingmet,thatreportsaccuratelyreflect -

toxicity datawill be-generatedfroni the theunderlyingraw’ dataand
range-findingstudiesdonein, -- ‘ - - interpretationsandevaluationsthereof,
preparationfor this-study.Plant’studies- -‘ andthatthestudiesarebeingconducted
arenot‘beingconsidei~edat this time - - accordingto GoodLaboratoryPractice
becauseof the low levelsoi exposureto provisiOns. - - ‘ -

TOTM. Shouldanydataobtainedin the’ ‘ -- ThO.TEPhasfurtheragreedthat-all
tnitial testingindicatea needfor rav~d~tn,documne-’tationrecords
additionalintormation,furthertesting-. protocols,specimens,andreports
will bepursued. - ‘ - ‘ -~, ‘ generatedasa resultof eachstudywill -

-TheTrimellitateEsters-Panelhas. beretainedfor at beast10 yearsfrom the
su~rnittedpreliminarytestinglaboratory dateof publicationof,theacceptanceof
selectionsandprotocolsfor teststo the anyprotocolsby EPA andmade
Agency. ‘I’he protocolsfor thesestudies- availabledurinaaninspectionor
havebeenreviewed-byEPA scientists ‘ submittedto EPA if requestedby-EPAor
and,withminorexceptions,are - its designatedrepresentative.
acceptable.Theyarealso’avuilablefor I-’ Documentationwhich will beretained
examinationrn thepublic recordof this includescorrespondenceandother
proceeding.~:,- i- ;_F-: ~ - documents-relatingto theconduct,

T-aiuugmtoaccounttu! time ‘~-~k-1-.~- interpratatinzz.orevaluationof data
takefor--theAgency-to-evaluate~pubflc:‘~:dther’thari-th~’~bdedin theflirni - ‘ -

commenta-onits-program,andassunn~ig- • -‘ ~ ~ ~
Agency apprOvaL:theTEPhi~propOse’d-’report..- -tm.rs L~ - ~e.
thefollowingsthedhle~Thà: ,‘. -:~- • Agencyplans.toprzcnshquarterly~ii ~e
mutagencity studioe-aresch&hiled-~ — - Federa~~Registerariottce.oj,there ipt - -

beginin July1984andbecOthpleted -; of anytestdatasubmiLtedunder~hrs
(final reportsubrimitted)inlanuarjr198~. -agreement.Sub~actto TSC~-isect;on14, -

The28-dayfeedingstudywill alsobegin thenoticew II provide“r’iurmatiort
in-July1984, withcompletioaschcduled’ similarto -that~escribed ~n iSCA , -

~ :section4(d).Exceptasotherwise
analytical-methodtomea~r&TdrMiii-- ~provided inTSCA-section14, any data
waterwill- begin’in July1984aridbe ~s-..-: --submittedwill bemadeavailableby
completedby Octoberi9B4~Usingthat - --: EPAforexaminationby anyperscm.

--method,thewatersolubilityand-- - ‘-:: — - Finally,-theTEP‘understandsthat
octanol:/watOr-partition-coefficient~ failure to conductthetestingaccording
determinationswilithèubeginaridbe , -to- the~specifiedprotocolsandfailure to
cathpbeted-inFebruary-1985.The-shake- follow GOodLaboratoryPractice
flask CO2studyisplannedfrom ‘1~- -‘ procedures-mayinvalidatethetests.In
Februarythrough-June--1985andthe: 7 suchcases,i datagapmaystill exist,
daphnidchroninexposure~’studyfrom”~-~‘s andtheAgency’maydecideto recjuire
MarchthroughSeptember198SAll final further testing
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Bis(2..Ethylhexyl)Terephthalate;
- Response-to-theInteragencyTesting

Committee

AGENCY; EnvironmentalProtection
Agency (~EPA1.

Federal Register I Vol 48 No 220 / Monday November14 1983 t No ~1a45’
_________________ - - -, -:

ACT1ONNOIiE — : -- -- -(6) Kevy. S. V., Jacobson,N. S.,and
Harmon,w. a. “The NeedForaNew
PlasticizerForPolyvinyl ChlorideMedical
Devices,”Trans.Am. Soc.Artif. Interm
Organs,Vol. )OcvII, pgs. 286—390.198-1.

(7) NuodexiInc. 1981.28dayhepatotoxicity
studyhrratsconductedfor Tenneco
Chen’iicals.Jncorporatedwith samples
NUOPLAZTOTM andNUOPLAZ DOP.
878220032. -

(8) Spangler.-.W.J. CapitalSystemsGroup,
Inc. andDynamacCorporation.1983.Final
technical’supportdocument:Tris~2-
ethylhexyl)trimelhtate.Washington.D.C.:
Office of PesticidosandToxic Substances.
U.S. EnvironmentalProtectionAgency.
Contract no. 68-01—6520.

(9) USEPA.-1982. U.S.Environmental
ProtectionAgency.~MeethigSummary—
Meetingwith CMA Subcommitteeon
TOTM—January1&1983. Arlington,.VA.

(i0)USPDA.1@ai.U.S. FoodandDrug
Administration.Summaryfor Basisof
ApprovalBB—NDA 80—77/04.Washtngton,
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- - - VJ)acision~NotTo InitiateRulemaking

- - -The’ITC-wasconcernedabout-the-
ealth effectsof TOTh~primarily
iecause of its structuralsimilarity to

- DELI? and-thepresenceof the-2-
- - ethylkhexyimoietyin theTOTM - -

-- molecule;:Concern-aboutthe-toxicityof
the 2-ethyihexylmoietywill bedirectly -

- addressed~inthe NTPtestingprogram.
In additionto’thetestingalready
completed‘2-ethylhexanol-andmono(2- -

- - ethylhexyijphthaiate,which are
stnicturally~similar to TOTM,will be
tested-for-carciliogenesis,and10’ other2-

- ethylliexanolcompoundswill betested
forgenotoxiceffects.Thisadditional

-- inforniation-on-structurallysimilar -

substancesmay significantly contribute
to theAgency’s ability to predictthe

- - toxic,effedtsofTOTM.
EPA-believesthatpursuingtheTEP -

proposedtestingprogram’formutagenic,
subchronicandenvironmentaleffects,

- - togetherwitivthe dataresultingfrom
- - ongding~studies-on relatedsubstances

sponsoredby thePhthalate-EstersPanel,
- will provitle the’type-ofscreening-data- -

theITC recommendedobtaining.
Included,amongthesedatawill bethe - -

identificationof themetabolitesof
- TOTM.-Whendataareavailable-upon -

- - completion-of thetestingplannedby
- NT? and’ thetestingproposedby the

- CMA-Trimelllta-te EstersPrinel,along
7 with.datagatheredin thePEPPstudies,

~completeassessmentof furthertesting
needsfor TOTM andits’metaboliteswill
bemade.Forthesereasons,EPA has
decided,notto-initiaterulemakingunder
section4(a)of TSGA to requiretesting
of TOTM atthis time.
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TheEPAhasestablisheda public
recordof this testingdecision(docket
numberOPIS-42040).This record
includes: -

(1)-FederalRegisternoticedesignating
TOTM to thepriority list andcomments
recCivedthereon.

(2) communicationsbeforeindustry
testingPTO~0SOiconsistingof letters,
contactreportsof telephone
conversations,andmeetingsummaries.

(3) Testingpropo4alsandprotocols.
(4) Publishedandunpublisheddata,-

includingthereferencescited above.
(5) FederalRegisternoticerequesting

commenton thenegotiatedtesting
proposalandcommentsreceivedin
responsethereto.

Therecord,containingthebasic
—infe~atieri-consideredby theAgencyin

developingthedecision,is availablefor
inspectionin theOPTSReadingRoom
from 8:00a.rn-to 400p.m., Monday
throughFriday,,exceptlegalholidays,in
Rm. E.-107,,401M St., SW.. Washington,
D.C. 20460.TheAgencywill supplement
this recordperiodicallywith additional
relevantinformationreceived. -

(Sec.4~90Stat-2003; (15 U.S.C.2601))
Dated November3. 1983.

-William 0. Ruckelshaus,
Adrninistrotor.
IFR Doc.83-3053528ed11-10-83.&45 aml
B~WNG000E 6580-5O-M

SUMMARY:” .ieventhReportof the
Interager ~ting Commi-ttee-(ITC)
designa~- - 42-ethylhexyli- :
terepht~, - a, also knownas-dioctyl
tereph-- - -~te [DOTP) forhealthand
envh- -- - entaleffectstesting - -

con- - ration.SubsequenttcrtheITC-~ -

dc ~:nation,EastmanKodakCompany
- sentedto EPAa-testingprOgramfor

~ehealthandertvfronmentaleffectn
testingofDOT?.Also, th~National
ToxicologyProgram(NTPI) has -

nominatedavarietyOf chemicals -

containingthe2-ethyihexylmoiety and
2-ethyihexanolfor- toxir~ty iesting~The -

Agencyhasconcludedthat,these -

programsare sufficientto evahiatethe -

healthand-environmentaleffectsof -

DOT?as recommendedfor testingby
theITC andis notinitiating rulemaking
undersection4(a)of theToxic
SubstancesCOntrolAct ITSCA) atthis
time. Tinsnoticecolistitutesthe-

Agency’s-responseto theITCa -- - -

designationofDOT?,asmandated~y -

section4(e) of TSGA. - - - - - -

DATE: interestedpersonsare-invited-to
commenton-thisproposeddecisionAll
commentsshouldbe-submittedonor
beforeDecember29; 1983. -. -

ADDRESS:Writtencrnnthentsshould
bearthe documentcontrolnumber-

(OVffS-.42039)and-shouldbe submitted
in triplicateto: TSCA PublicInfcrrmtion -

Officer (TS—793j, Office of Pesticides -

andToxic Substances,Erivironmnental --

ProtectionAgency,RoomE—1C’e,,401-M
St., SW.. Washington, D.C; 20460.~
FOR FURTHER iNFORMATiON COI-ITACT
JackP. McCarthy,Director,TS~A
AssistanceOffice (TS—799),,Office of
Toxic Substances,Environmental
ProtectionAgency, RoomE-543,
Washington,D.C. 20460;Toll Free:(800—
424—9065),OutsidetheUSA: (Operator
202—554—1404)~- ‘ - -

SUPPLEMENTARY&1~EO~tMATIO.N:

I. Background -

Section4~a)of theToxic Substances
ControlAct.(TSCA) (Pub.L 94-469,90-
Stat.2003 atseq..15 U.S.C..2601etseq.j
authorizesEPAto-promulgate.
regulationswhichrequfre.manufacturers
andprocessors-to’test-chemical.
substances-andmixtures.Data-. --

developedthroughthese-testprograms-

are~isedby EPA-to~assessthe,risksthat
suchchemicals~maypresenrtohealth -

andtheenviromneutSection4(e)of -

(TSCAJestablishedan-Interagency -

TestingCommittee-(ITC)torecommend
toEPAalist,ofchemicalstobe
consideredfor thepromulgationof -

testingrulesundersection4(a)of the - -‘ - -


